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Siemens Medical Solutions, Inc, S2000 Ultrasound System
Ultrasound Division 510(k) Submission

510(k) Summary
Prepared February 3, 2009

Sponsor: Siemens Medical Solutions, Inc., FEB 2 0 2009
Ultrasound Division
1230 Shorebird Way
Mountain View, California 94043

Contact Person: Shelly Pearce
Telephone: (650) 694-5988
Fax: (650) 694-5580

Submission Date: February 3, 2009

Device Name: Acuson S2000 Tm Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System

Classification:
Regulatory Class: 1I
Review Category: Tier II
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR# 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR #892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR #892.1570 Product Code 90-ITX

A. Legally Marketed Predicate Devices
The Acuson S2000TMUltrasound System is substantially equivalent to the Acuson Antares
Ultrasound System.
B. Device Description:
The Acuson, S2000Tm has been designed to meet the following product safety standards:

*UL 60601-1, Safety Requirements for Medical Equipment
*IEC 60601 -2-37 Diagnostic Ultrasound Safety Standards
*CSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
*AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
*AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
*93/42/EEC Medical Devices Directive
*Safety and EMC Requirements for Medical Equipment

d EN/I EC 60601 -1
ff EN/1 EC 60601 -1 -1
* ENAEC 60601-1-2
I lEC 1 157 Declaration of Acoustic Power

*ISO 10993-1 Biocompatibility
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Siem ens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

C. Intended Use

The S2000TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, lntraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures [fetal, abdominal,
intraoperative, intraoperative neurological, pediatric, small organ, neonatal cephalic, adult
cephalic, cardiac, trans-esophageal, transrectal, transvaginal, peripheral vessel, musculo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac} and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Siemens Medical Solution USA, Inc., Ultrasound Group
% Mr. Mark Job FEB 2 0 2009
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25 th Street NW
BUFFALO MN 55313

Re:' K090334
Trade/Device'Name' ACUSON S2000t M Diag:Žsic U:lasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: 1YN, IYO, and ITX
Dated: February 9, 2009
Received: February 10, 2009

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject -to
the general controls provisions of the Act. The general controls provisions of the Act include

* ~equ~re~ . rm. ' :. nel;,dr acanw';gpracuize; labeling,

This determination of substantial equivalence applies to the following transducers intended for
use with the ACUSON S2000TM Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

CW2 Probe 4P1 Phased Array
CW5 Probe 6C2 Curved Array

EC9-4 Curved Array 4C 1 Curved Array
9L4 Linear Array 4V1 Phased Array

14L5 Multi-D Array 10V4 Phased Array



Page 2 -Mr. Job

14L5 SP Linear Array 18L6 HD Linear Array

7CF2 Curved Array 8V3 Phased Array
9EVF4 Curved Array 4Vlc Phased Array

V5Ms Multiplane TEE 6L3
17L5HDS Linear Array EV8C4

If your device is. classified (see above) into either class II (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations; Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
;*f"">:oJr any Federal statutes ad reiiationsadministered by o:her Federali gencies. You must

comply with all 'he Act's requirements, including, but not limited to:;ristratiomand listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classificatjion for your device and thus permits your device to
proceed to market.

If you desire specific advice for your devic'e on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industr¥/support/index.html

ify-: have ,uy qrto ...ie; HT;colei ctis4Ae ~e ai
.. 40)-276-366,. ..

Sincerely yours

Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use

510(k) Number (if known): C-' 6)'3 ¢

Device Name: S2000TMDiagnostic Ultrasound System

Indications for Use: V..0o3 34

The S2000TM ultrasound imaging systems are intended for the following applications: Fetal,
Abdominal, Intraoperative, Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic,
Neonatal/Adult Cephalic, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal,.
intraopera-tive, 'itraoperative neurological, pediatric- smallorgan, neonatal cephalic, adult
:cephalic, cardiac, trains-esophageal, transrectal, transvaginal, peripheral VeSsel, musCulo-
skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information that provide information to the clinician that may be used
adjunctively with other medical data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software. provides the physician with the capability to
measure Intima Media Thickness and the option to reference normative tables that have been
validated and published in peer-reviewed studies. The information is intended to provide the
physician with an easily understood tool for communicating with patients regarding state of their
cardiovascular system. This feature should be utilized according to the "ASE Consensus
Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of
Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for
Vascular Imaging".

Prescription Use X--) AND/OR Over:The-Counter Use-
(Part 21 CFR 80.'Subpa D)" (21:FR 801-Subper[t:C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of DRH, i of Device Evaluation (ODE)

(Division SiOffl
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number . ___ ___, __¢

S2000 510(k) Submission Page 12 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

1.3 Indications for Use Forms

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: ACUSON S2000 ULirasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation.

ColorClinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Doppler Ieloing (Specify) (Specify)

OphthalmicP : P
- 2 *F e-D Note 2,3,4,5:7,8,10,eta, . - '.' _: .:." ..'BMDC

' -- ' - _ _ _11,13 '
Abdominal P' P P p P BMDC Note 2,3,4,5,7,8,10,orninal ~~~~~~~~~BMDC

11, 13
Intrabperative P P P P P P Note 2,3,4,517,8,10,(Note 9) BMDC_11, 14
Ilntraoperative P P P P P BMDC Note 2,3,4,5,7,8,10,Neurological BMDC 11, 14
Pediatric P P P P P BMDC Note 2,3,4,5,7,8,10,

11
Small Organ P P P P P P BMDC Note 2,3,4,5,7,8,10,(Note 1) 11,14
Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10PPP P P P B D Note 2345781
Cardiac P P P P P P BMDC N

2,3,4,5,6,7,8,10,15
Trans-esophageal ___ P P P P P P BMDC
Transrectal P P P P P BMDC Note 2,3,4,5,7,8,10,

11,14
P P P P P Note 2,3,4,5,7,8,10,Transvaginal ~~~~~~~BMDC

11,Transurethral
Intravascular

Peripheral vessel P P P P P BMC Note2,3,4,5A67,8,1 0,Peripheral vessel BD

u-tdo- ske(qta P PiP -P - P Ma Nt 2,3,4,.5.,,
C nvontionai 

__ _ __M__ _ __ _ __ _ _ 11Pusculo-skeletal - P P P P P Note 2,3,4,5,7,8,10,
Superficial, I- - - - P 11,14BMDC

Neonatal Cardiac BMDC Note 3,4,6P I P P P
N = new indication; P = previously cleared by FDA, K072786

Note 1 For example: breast, testes, thyroid, penis, prostate, etc. ot1
Note 2 Ensemble tissue harmonic imaging
Note 3 SleClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging (Divisor~ .Note 7 B&W SicScape panoramic imaging.nof
Note 8 Power SieScape panoramic imaging Division of Reproductve, Abdominal and
Note 9 For example: vascular, abdominal RadiologiA al D
Note 10 Clarify VE vascular enhancement technology a0 ,ia, Devices
Note 11 Advanced Sieclear spatial compounding 510(k) Number
Note 13 STIC
Note 14 eSieTM Touch elasticity imaging

S2000 510(k) Submission Page 13 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.10
Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: CW2 Probe for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CWD ColorAColor Amplitude Cmie teDoppler Doppler (Specify) (Specify)

Imaging

FeaOphthalmic [
,: -' i': ~-'etal' '=.''.4p:. - .. <: -:-}"

Abdominal "
Intraoperative
(Note 9)
Intraoperative
Neurological
Pediatric P
Small Organ
(Note 1) J
Neonatal Cephalic __I P
Adult Cephalic P
Cardiac P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other.(sp.ecify¥ .. -.... ..

N-L b, ?PA 0i:r.- K072 -: ·

: Additional Coimments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 9 For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division SignOff
Division of Reproductive, Abdominal and
Radiological Devices

, 510(k) Number 7'/) IU2( 'f

S2000 510(k) Submission Page 14 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: CW5 Probe for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Amplitude Color Combined Other
Doppler Doppler (Specify) (Specify)

Imaging
Ophthalmic

Fetal P
Abdominal PI
Intraoperative. - -
(Note 9) ' .. . .. " ''.. '

Intraoperative
Neurological
Pediatric P p ,.
Small Organ

P(Note 1) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Neonatal Cephalic P
Adult Cephalic P
Cardiac P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786

Additinon.i[omments: -

N..ote : F6.!ex~:',pie: br;~., testbs, !hyrcJid,-pj pis, prustiat, ctc.: -
'Note*9' 'For example: vascular; abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(DivisionSign-Off)n"
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number,

S2000 510(k) Submission Page 15 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EC9-4 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Amplitude Color Combined OtherClinical Application A B M PW'D [CWD Copplor AppltDe Velocity (Specify) (Specify)
Imaging

Ophthalmic
Fetal P P P P P I BMDC Note 2,3,4,5,7,8,10, 11
Abdominal P P P P p P _. BMDC. Note 2,3,4,5,6,,7,8,10. 11,
Intraoperative .' . . .. ''
Abdominal -: '
intraoperative
Neurological
Pediatric

Small Organ P. P P P P BMDC Note 2,3,4,5,7,8,10, 11,14(Note 1)
Neonatal Cephalic P P P DP P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal P P P P P BMDC Note 2,3,4,5, 6, 7,8,10,

11,14
Transvaginal P P P P P BMDC Note 2,3,4,5,7,8,10, 11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)
N new indication; P =,previously cleared by FDA K# 063803. K0727RiZ

.A',/ditoi~t~i'Cm~rs · . ''·..
Note '. Forexampie:·breast, Lt.:tes, thy¥i-t ~:. pi'oIaie, atc. · -
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTm Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER P~GE IF NER')
Concurrence of CDRH, Office of Device Evaluation (ODE

Prescription Use (Per 21 CFR 8 - 9~
· (O'isioIn S/ -off)

nivision of Reproductive, Abdominal a.d,adi~~~1~i £3 VIces 46T

S2000 510(k) Submission 510(k) Number Q 16 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 9L4 Linear Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CWD Color Amplitude Combined Other

Doppler Doppler (Specify) (Specify)Imaging
Ophthalmic

Fetal P P P P P BMDC Note 2,3,4,5.7,8,10, 11
Abdominal
Intraoperative
Abdomflia . ,. ,.

lntraoperativ.
Neurological
Pediatric . P P P P P BMDC Note 2,3,4,5,7,8,10, 11
Small Organ
(Note 1) P P P P P BMDC Note 2,3,4,5,6,7,8,10,11,14

Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8,10, 11
Adult Cephalic
Cardiac N N N N N BMDC Note 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 2.3,4,5,6, 7,8,10, 11,

14,15
Laparoscopic
Musculo-skeletal P P P P P BMDC Note 2,3,4,5.6,7,8,10,11, 14
Conventional
Musculo-skeletal P P P P P BMDC Note 2,3,4,5,6,7,8,10, 11, 14
Superficial
Other (specify)

N new indication; P = previously cleared by FDA K# 063085, K072786

Additional Commen'"" '

.Note-i, - For exampie: .bra.0,t iestes, thym!c, pan!, prrst'a Aetc,
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding.
Note 14 eSie TM Touch elasticity imaging
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHE uA F NE
Concurrence of CDRH, Office of Device Evaluation ( E

Prescription Use (Per 21 CFR 81.1ign
Division of Reproductive, Abdominal and
Radiological Devices
bl u(K) Numbe TJ," ...

S2000 510(k) Submission Page 17 of 46
Page 22 of 1326



Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 14L5 Multi-D Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
1~~~ 1 1 1 ~~~~~Color

CicApW CWD Color Amplitude C Combined Other
Doppler Doppler VelocityCgDoppler Doppler (Specify) (Specify)Imaging

Ophthalmic
Fetal
Abdominal

-. Intraoperati~/e ~-"-

lntraoperative
Neurological
Pediatric
Small Organ Note 2,3,4,5,7,8,10,P P P P P BMDC(Note 1) ________ 11, 14
Neonatal Cephalic
Adult Cephalic ''
Cardiac
Trans-esophageal
Trans rectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 2,3,4,5,6,

P erph ra v ss l __ __ IV DC 7,8,10,11, 14
Laparoscopic
Musculo-skeletal Note 2,3,4,5,7,8,10,Conventional _ P P P P P BMDC 11,14
Musculo-skeletal
Superficial
Other(specify)

N = new indication; P = previously cleared by FDA K# 063085, K072786

Note 1 -For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging'
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology (Dis ognOf)
Note 11 Advanced Sieclear spatial compounding Division of Reproductive, Abdominal and
Note 14 eSietm Touch elasticity imaging Radiological Devices

5 1 0(k) N um ber _ _ _ _ _\_ _ _ _ _ _

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 18 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4P1 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A' B M PWND CWD Color Amplitude Color Combined Other__ _ ___ W D __ _ __ _ _ V elocity_ _ _ _ _ _ _ _ _ _ _ _Doppler Doppler (Specify) (Specify)
Imaging

Ophthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7,8,10
Abdominal P P P P P P BMDC Note 2,3,4,5,7,8,10
Intraoperative
Abdominal -.- .___:
."traoperative
Neurological ' '""'____
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic P P P P P P BMDC Note 2,3,4,5.7,8,10
Cardiac - P P P P P P BMDC Note 2,3,4,5,6,7,8,10
Trans-esophageal P P P Do2 4,8
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel _

Laparoscopic _

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)
N = new indication; P = previously cleared by FDA K# 063803, K072786
Additional Comments:

* ~"io"* ~ Lr~P Mcij~. vnorn in ~acing

Note, Tissue Equalization Technoogy :-
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging.
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHIR PAGE I EDED)
Concurrence of CDRH, Office of Device Evaluation

Prescription Use (Per 21 CFR 6 nt109)

(Division ign-0f)
Division of Reproductive, Abdominal and
Radiological Devices .2
510(k) Number {.'Q 'J

S2000 510(k) Submission Page 19 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6C2 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ColorColor Amplitude Colr Cmbined I OtherClinical Application A B M PWD CWD Clr Apiuevelocity Cmie te
Doppler Doppler Veloity (Specify) (Specify)

- - -_ _ _ = 1 = . _ _ _ _ _ ~~Im aging
Ophthalmic

Note 2,3,4,5,7,8,10,Fetal .. P P P . -P - P ' BMDC-

Abdominal p p. P Note 2,3,4,5,7,8, 10,
'__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ '1 1,1 4

Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P BMDC Note 2,3,4,5,78,10,
_ _ _ _ _ _ _ _ _ _ _ 11
SmallOrgan
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P P P P BMDC Note 2,3,4,5,7,8,10,
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ________ ~~~~~11

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
superol, Wi

new ihdicatiorn; P =previously ctaead by FDA K# 063185, K072713;

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging i ign- )
Note 10 Clarify VE vascular enhancement technology Division of Reproductive, Abdominal and
Note 11 Advanced Sieclear spatial compounding Radiological Devices
Note 14 eSie TM Touch elasticity imaging 5 N_

510(k) Number _ _ 03"~
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 20 of 46
Page 25 of 1326



Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4C1 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Colo Amlitue ClorCombined OtherClinical Application A B M PWD CWD Doppler Doppler Velocity (__________ _____ ~ V ' ____ T 1 C olor ~A m plitude C l r C m i e t e
= = ___I j ~ ~ D o p p l e g (Specify) (Specify)Imaging

Ophthalmic

P P P P P P Note 2,3,4,5,7,8,10,Fetal BMDC 11
Abdominal P P P · P P MD Note2,3,4,5,6,7,8,:r '.~~~~~~~~~BMDC_ _ _ _ _ _ _. . . '__ _ _ _ _ 10.,11 ,14.~ ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~~~~~~~~0 I,: ..

..Intrope'ative
-!n~~~~~~~~~ao~~~~~~~ei'~~~~~ ~ t!... .'. .

Abdominal
Intraoperative
Neurological
Pediatric '_'
Small Organ P P P P P BMDC
Neonatal Cephalic
Adult Cephalic ..
Cardiac P P P P P P BMDC
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, K072786, K0321 14
~. ;., , Add cnmi,Comments:-- ,,-.

Note.2 ;n'esmbleI-'Is*i -'amoni i.magh .
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D Imaging
Note*6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTm Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER ED
Concurrence of CDRH, Office of Device Evaluation (ODE 1 ¥

Prescription Use (Per 21 CFR 801 -
(L~Msion Sign-ff)

Division of Reproductive, Abdominal and

Radiological Devices . o
510(k) Numoer _ _ _ _

S2000 510(k) Submission Page 26
Page 26 of 1326



Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4Vl Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color'A B M 'PWD CWD Color Amplitude Combined OtherClinical Application A B M PWD CWD Velocity
Doppler Doppler Veloity (Specify) (Specify)

=1= 1 _ = 1 = ~~~~~~~Imaging_ _ _

Ophthalmic
Fetal P P P P P BMDC Note 2,3,4,5,7,8,10

Note 2,3,4,5,7,8,1 0,Abdominal P P P P P BMDC
14

-:I.ntraopera~tive L .
Abdominal .. . ."' _'" _

Intraoperative
Neurological
Pediatric

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac . . ..
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, K072786

Additional Comments:.

·qote 2' Ensaorblt li-sue: harriorc imagiw-y
Note 3 SieClearrnulti view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imagine
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSie TM Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGEIFNEEDE'"
Concurrence of CDRH, Office of Device Evaluation (ODE) II

Prescription Use (Per 21 CFR 801.109) (Divisio {ion-Off)
Division of ReproducUve, Abdominal and
Radiological Devices. 4, 03~
510(k) Number T_"'____,,__/

S2000 510(k) Submission Page 22 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 10V4 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

CliIColor Amplitude Color Combined OtherClinical Application A B M PWD GD DplrDplrVlct Seiy Seiy
Doppler Doplr ( m gig pecify) (Specify)'Imaging

Ophthalmic
Fetal P P P P P P BMDC Note 2,3,4,5,7,8,10
Abdominal P P P P P P BMDC Note 2,3,4,5,7,8,10
!ntraoperative
Abdominal '
Intpoperative·:
Neurological ' ' '_ i_
Pediatric P P P P P P BMDC Note 2,3,4,5,7,8,10
Small Organ
Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac P P P P P P BMDC Note 3,4
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 2,3,4,5,7,8,10
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial I
Other (specify)

N = new indication; P = previously cleared by FDA K# 063085, K072786

Additional Comments:

-Note 2 .,..his-eissue! harmoni'inaging. -
· ,' ,N:. SieCear muLi vie;N-spztial compoi. - "
Nd'~' 4' rissuWEqualization"T'chnology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sbn.0f- "

Division-ofReproduclve, Abdominal and
Radiological Devicesl/ 03,
510(k) Number __' __u'_ ____/_

S2000 510(k) Submission Page 23 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound lndications for Use Form

510 (k) Number (if known):

Device Name: 14L5 SP Linear Array Transducer for use with ACUSON S2000
Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application Color Amplitude Color Combined Other

A B M PWD CWD Velocity
Doppler Doppler Imagin (Specify) (Specify)

Ophthalmic . ......
Fetal
Abdominal
Intraoperative
(Note 9) P. i P PP P, BMDC Noie 2,3,4,5,7,8,
lntraoperative t 45781O.
Neuroloqical P P P P 23_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 11
Pediatric
Small Organ P P P P P BMDC Note 2,3,4,5,7,8,10,
(Note 1) 11,14
Neonatal Cephalic
Adult Cephalic
Cardiac N N N N N BMDC Note 15
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Note2,3,4,5,6Peripheral vessel P P P P P BMDC
_______ ,7,8,10, 11,14,15

Laparoscopic
Musculo-skeletal P P P P P BMDC Note 2.3,4,5,7,8,10,Conventional P P P PP__MDC 11,14
Musculo-skeletal
Superficial '
Other (specify)

N new indication; P = previ~ousiiy cleared byFDA-K# 06305, K072786

· , 'P dditio.-' :d.;:~~ .~ .. -.. '*

- .. Note:" F:r~exaMple:l beas$, hteoi thyroid, penis, prostate, etc. Note .5 AHP
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology'
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal
Note 10 Clarify VE vascular enhancement technology

Noe11Advanced Sieclear spatial compounding'. 'Note 14 eSieTM Touch elasticity imaging [ f

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON AI CTHE~ ~ ~ DD._-
· ~~~~ Concurrence of CDRH, Office of Device Eval t ~ .. ~-"

(Div's n Sign-Off)
Prescription Use (Per 21 CFR 8ei )on of Reproductive, Abdominal and

Reproductive· .,q- Abomna and

Radiological Devices 1
51 u0,r) Nul,,eF,,

S2000 510(k) Submission Page 24'of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CF2 Curved array mechanical 3D transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

CnlP CWD 1Color Amplitude Color Combined Other
Clinical-Application - -WD CW_ Doppler Doppler Imaging (Specify) (Specify)Imaging

Ophthalmic
Fetal P P P P P BMDC Note 2,3,4,5,7,8,10,Fetal P P P P P ~~~~~~BMDC11,13
Abdominal P P P P P BMDC Note 2,3,4,5,7,8,10,

- - - - _' -L 11; 13
Intraoperative:
Abdominal> _ _ _ _ _ _ _

Intraoperative
Neurological'
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786
Additiona! Comments! -

Naot,2~ Eneemr ft. harrrodnicsin.,aging
Note 3 SleClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER I NEE ED
Concurrence of CDRH, Office of Device Evaluation (O

(Division S Wmff)
Prescription Use (Per 21 CFR s of Reproducflve, Abdominal and

Radiological Devices
510(k) Number ' 0 'i

S2000 510(k) Submission Page 25 of 46
Page 30 of 1326



Siemens Medical-Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: .9EVF4 Curved Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Color AplitudeCombined OtherClinical Application A B M PWDVelocity

Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic N

Fetal p BD
Fetal ~~~~P P P P P MC Note 2,3,4A5,7,8,

-Abdominal% ', '' ' ' .. '-
Intraoperative - - - ' ' ' . . . . .
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic P P P P P BMDC Note 2,3,4,5,7,8,

I I 10,11
Adult Cephalic J
Cardiac · _i___i_

Trans-esophageal
Transrectal
Transvaginal P P P P P BMDC Note 2,3,4,5,7,8,

' 10,11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

· Others !,pecify). -,:' . -

=npew indiroa; - ' p,:.usl~ seared -:y FDA R 0638O3, K0"' .. ,- '

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging

Noe10Clarify VE vascular enhancement technology ,·, / ,
Note II Adacd.ela pta opudn

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHERPEiIN ) /'
Concurrence of CDRH, Office of Device Evaluation (ODn '

· ' ·~~~(Division Sign-O~' .·
Prescription Use (Per 21 CFR Ei/VMI of Reproductive, Abdominal and

Radiological Devices
510(k) Number U .

S2000 510(k) Submission Page 26 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: V5Ms Multiplane TEE Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ColorClinical Application JA[B M PWD CWD Color Amplitude Velocity Combined Other
Doppler Doppler [maging (Specify) (Specify)

Ophthalmic ' ,
Fetal

_ _._ A b doi nl..j 1_ ',_ __.. . . . . . - ..
Intraoperative.
Abdomina!'
Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic '
Cardiac
Trans-esophageal P P P P P P BMDC
Transrectal
Transvaginal _ I I
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication; P = previously cleared by FDA K# 063803, K072786

Additipnal Corgments: n/a

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dviso! ign. ff)
Pivisiop ot Reproductive, Abdominal and
Radiological Devices
510(k) Number u -_O33

S2000 510(k) Submission Page 27 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division .. 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 17L5HDS Linear Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of OperationIColor JAmplitude Color Combined OtherClinical Application PWD CWD Doppler Doppler Velocity (Specify) (Specify)
Imaging

Ophthalmic {

Fetal
Abdominal , - '
lntraoperative
Abdominal
Intraoperative
Neurological.
Pediatric
Small Organ Note 2,3,4,5,7,8,10,(Note 1) 11,14
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P BMDC Note 2,3,4,5,7,8,10,

11,14
Laparoscopic
Musculo-skeletal Note 2,3,4,5,7,8,10,
Conventional P P P____ BMDC 11,14
Musculo-skeletal P Note 2,3,4,5,7,8,10,
Superficial _ _P P _____ ____P BMDC 11,14
Other (specify)

". -- N" new rdicatkn;,: P:.= preicusly;cleiridbv MA '-. ...0.5 K' '7W

' Additional Comments:
Note I For example: breast, testes, thyroid, penis, prostate,'etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging (Division Sign-Off)
Note 7 B&W SieScape panoramic imaging Division of Reproductive, Abdominal and
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Radiological Devices , " -

Note 11 Advanced Sieclear spatial compounding 510(k) Number
Note 14 eSieTM Touch elasticity imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 28 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 18L6 HD Linear Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CWD Color Amplitude Velocity Combined OtherDoppler Doppler Imaging (Specify) (Specify)

Ophthalmic _

Fetal
Abdominal - '
IntraOperative
Abdominal
Intraoperative
Neurological
Pediatric
Small Organ P P P P BDC Note 2,3,4,5,7,8,10,
(Note 1) __BMDC_11,14

Neonatal Cephalic

Adult Cephalic
Cardiac N N N N N BMDC Note 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

P P P P P Note 2,3,4,5,7,8,10,Peripheral vessel BMDC 1,41
_______________ _______ _______ ~~~~~~~~11,14,15

Laparoscopic
Musculo-skeletal P P P P P Note 2,3.4,5,7,8,10,
Conventional BMDC_11,14
Musculo-skeletal P P P P P BMDC Note 2,3,4,5,7,8,10,
Superficial 11,14
Other ....

.~ r..a214= ...caton :ae-,. -.A.C214

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Not 5 HP
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging (Divisio Sign-Off)
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Division of Reproductive, Abdominal and
Note 10 Clarify VE vascular enhancement technology Radiological Devices ./2r 0,o
Note 11 Advanced Sieclear spatial compounding
Note 14 eSierm Touch elasticity imaging 510(k) Number ..

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 29 Of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division - 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CWD1olr AmplitudeVeoiyiCmndOtrColor AplitudeCombined Other

Clinica-Apliation = M P_ CD [Doppler Doppler Imagingt (Specify) (Specify)

Ophthalmic
Fetal -P P P P P., P BMDC Note 2,3,4,5,7,8,10
Abdominal, - ' ,:
'intraoperative.-
Abdominal
Intraoperative
Neurological
Pediatric P P P P P P BMDC Note 2,3,4,5,7,8;10
Small Organ
Neonatal Cephalic P P P P P P BMDC Note 2,3,4,5,7,8,10
Adult Cephalic
Cardiac P P P P P P BMDC Note 3,4,6
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)
Neonatal Cacia P P P P P P BMDC Note 3,4,6Neonatal Cardiac

N = new indication; P previously , ' FDA # . 63085; K072786 . -

' Ad, dit-rn'; ; -j : - -

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PA I
Concurrence of CDRH, Office of Device Evaluation (ODE

Prescription Use (Per 21 CFR 801. 1 .iiso . n.!iu ivision of Reproductive, Abdominal and

Radiological Devices 033510(k) Number ____0_ _ _¢

S2000 510(k) Submission Page 30 Of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4Vlc Phased Array Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CWD Color Amplitude Velocity Combined OtherDoppler Doppler (Specify) (Specify)Imaging
Ophthalmic
Fetal P P P P P P BMDC Note23457810
Abdominal P P P P P P BMDC Note23457810
Intraoperative P P P P -P . P BMDC

'Note 2 3 4 5;7 '8 10'Abdominal____- ____-________

Intraopewative -" P P P P *P-' R C o
Neurological Note 2_3_4___7_____
Pediatric P P P P P P BMDC Note 2 3 4 5 7 8 10
Small Organ
Neonatal Cephalic
Adult Cephalic P P P P P P BMDC Note 2 3 4 5 7 8 10

P P P P P P ~~~BMDC Note 2 34 57 810
Cardiac

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P P P BMDC Note 2 3 4 5 7 8 10

15
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) P P P P P P BMDC Note23457810
Neonatal Cardiac ____

N new indication; P = previously cleared by FDA K#'s 05241'0, 03!..!39g';4i:. 19, 032114, 022567, 063085

... , ~ Adcdit'r.V Cl O¢rme~'~,': I' . -*. [. ' /,'

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology (Division Sign-Off) -
Note 5 3-Scape real-time 3D imagingi
Note 6 Cadence contrast agent imaging Division of'Reproductve, Abdominal and
Note 7 B&W SieScape panoramic imaging Radiologica!Devices
Note 8 Power SieScape panoramic imaging 510(k) Numbervice
Note 10 Clarify VE vascular enhancement technology
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

S2000 510(k) Submission Page 31 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 6L3 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color
Clinical Application A B M PWD CD Clr Apiue Clr Cmie te

Color Amplitude Cmie teI Doppler Doppler Velocity (Specify) (Specify)
Imaging

Ophthalmic
Fetal P P P P P P BMDC Note234578 10
Abdominal
Intraoperative P P P P P P BMDC
Abdominal ' . Note23457810
' lntradperative . P P. . P P BMW
Neurological . .
Pediatric
Small Organ P P P P P P BMDC Note 2 3 4 5 7 8 10
Neonatal Cephalic
Adult Cephalic

P P P P P P BMDC Note 2 3 4 5 7 8 10Cardiac 15
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

P P P P P P BMDC Note 2 3 4 5 7 8 10
Peripheral"ves___ 15
Laparoscopic
Musculo-skeletal P P P P P P BMDC Note23457810
Conventional
Musculo-skeletal P P P P P P BMDCSuperficial ________ ________ _____Note 2 3 4 5 7 8 1_ 0

Other (specify)
N = new indication; P = previously cleared by FDA K#'s 052410, 051139, 041319, 032114, 022567. 002807, 973767, 063085
Additional Comments: .. .

?Note 2 Ensemble tissue harmoniu'imagi'i'
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 15 AHP

11, (LEAS DO NOT WRITE BELOW THIS LINE-CONITiNUE NAOTJ PE FD)
(PLEASE Concurrence of CDRH,'Office of DeviceEauto(_.)__ ..

Prescription Use (Per 21 CFR 8(OP9lion Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number '7\ VI

S2000 510(k) Submission Page 32 of 46
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Siemens Medical Solutions, Inc. S2000 Ultrasound System
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EV8C4 Transducer for use with ACUSON S2000
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

BiMI CWD Color Amplitude Color Combined Other
Clinical=Aplication A 1 PWD CW Doppler Doppler Velocity (Specify) (Specify)Imaging

Ophthalmic
Fetal _ _P P P PPP_ BMDC Note 2 3 4 5 7 8 10
.Ahdomirai pI P P P BMDC Note23457810
Intraopeiative ; t'
Abdominal _____

Intraoperative
Neurological
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac__ _ _ _ _ _ _ _

Trans-esophageal I I [ I I_1
Transrectal

P P P P P P ~~~~BMDC Note 2345678Transvaginal - P P P P P
10

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = r-" '?di';ation: P = previously cleared by FDA K#'s 052410, 051139.041319, 032114, 02567. 002807 7,063085

4d~,,':ai -Gomments: - O8 .

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Division of ReprouctiCve, Abdominal and
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Radiological Devices
Note 7 B&W SieScape panoramic imaging 510(k) Number . . ..
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)
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